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[CLIENT LOGO]
                         GMP Awareness Guidelines for Contractors


1 Purpose

These guidelines are provided to all contractors/service providers who carry out work for, or on behalf of the Facility.

The Facility is in the process of implementing a Quality System to the Code of Good Manufacturing Practice (cGMP). 
The cGMP requires all staff including contractors/service providers to be trained in the principles of Good Manufacturing Practice (GMP). We ask you to take some time to read through these guidelines. 

2 Definitions
2.1 Definitions / Abbreviations
	Word (s) to be defined/ Abbreviation
	Definition

	Add abbreviations to be defined, if any
	


3 Please read the information below
What training do contractors / service providers require?

The minimum training required for contractors/service providers is the reading and understanding of these guidelines. 

All contractors/service providers must read and sign the acknowledgment section of this document prior to undertaking any works in a facility.
Entry to the Facility
When entering the Facility, you must follow the gowning instructions located at the entrance point.
Cleaning & Sanitation

As a general rule, do not touch, or move items on benches, unless authorised to do so, to avoid contamination of the object, or of yourself, as some of the items may be dangerous to handle.
Facility Cleaning

This is carried out by contract cleaners and in some areas, such as work benches, by staff. Where records have been provided to you, you must fill out the record after cleaning. Signing and dating a cleaning record means that there is evidence that the job was done.
Clean Room cleaning
Clean Rooms are only to be accessed by authorised and specially trained cleaning contractors.
Equipment Cleaning

This is generally performed by staff although some specialised equipment is cleaned by contractors. When cleaning equipment, make sure that the cleaning forms have been filled out and signed. Do not move equipment without prior approval from staff.
Personal Hygiene

Personal hygiene is critical to maintaining the right GMP environment.  This means that contractors / service providers are expected to maintain a high level of personal hygiene.

Pest Control

Pest control programs are designed to reduce the risks associated with vermin entering the building and are performed by contractors. Pest control records must be completed, signed and dated, as evidence of job completion.
What is your role in Cleaning and Sanitation?

There are a number of things you need to do to make sure that the facility meets its requirements for cleaning & Sanitation.

· Maintain a high level of personal hygiene

· Ensure all your equipment is clean before you use it

· Do not touch any test materials or equipment unless authorised to do so

· Wash your hands thoroughly after using or cleaning toilets and before entering Laboratory areas.

· Make sure all equipment is dry and kept in a clean tidy environment
What is your part in Security?

There will always be a danger to product if unauthorised staff have access to Laboratory areas.  It is therefore important that some areas are designated key areas and have specialised security.  You will be provided with an access card for areas which must be kept secure at all times. Do not prop open doors, without first obtaining permission from a staff member. The facility is environmentally controlled, and propping open a door may impact on the controlled environment.
Please note that only authorised contractors are permitted to enter the facility.

Completion of records

The Contractor Signature Register must be completed prior to a contractor performing a task for the first time. Ask at reception for the Contractor Signature Register. You only need to sign this once.

Where contractors are required to provide a record of work performed, for example, equipment maintenance records, pest control records, or cleaning records, there must be a record of the contractor signature to ensure compliance to the code of GMP. It is important to have this record to ensure traceability of task completion. These records are considered legal documents and therefore must be completed clearly and accurately.
When completing records, only use black, or blue pen. 

If you make an error on the record, correct the error by;

· drawing a single line through the incorrect entry

· Initial and date any corrections.
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5 Acknowledgment section

Contractor to complete:

I,……………….……………………………………         (print name) hereby acknowledge that I have read and understood the information provided in the GMP Awareness Guidelines 

Signed: …………………………………………

Date: …………………………………………….

Organisation: ………………………………………..

[Client Name] staff to complete:

	Date Contractor added to Register
	 

	Date Certificate printed
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